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» The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 



- Extensions of tinne may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
• Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). - 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 



Status 

1 )□ Responsive to communjcation{s) filed on . 

2a)\3 This action is FINAL. 2b)l3 This action is non-final. 

3) D Since this application is in condition for allowance except for fomnal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 11 , 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 7-72 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) M Claim(s) 7-72 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)n The drawing{s) filed on is/are: a)\3 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required If the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or fomn PTO-152. 

Priority under 35 U.S.C. § 119 
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1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
" See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claim Rejections - 35 USC§102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

2. Claims 1-3 are rejected under 35 U.S.C. 102(e) as being anticipated by Sasaki et al. 
(USPatent 7153979, USPat^979). 

3. The instant claim is directed to "an isolated, purified or synthetic compound selected 
from the group consisting of pomolic acid, isomers of pomolic acid and derivatives thereof, 
wherein the compound is effective to treat multidrug resistant tumors." 

4. USPat'979 teaches in column 51 lines 17-54 continuing to column 52 lines 1-54 a 
triterpene derivative with delineated definitions of the substituent moieties, as shown below: 
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The pomolic acid or 19a-hydroxyursolic acid and its derivatives of the instant claims' recitation 
would fall under structures taught by USPat'979, as being equivalent, since the structure of 
pomolic acid is as shown below: 



Further, by the applicants' own admission (see specification page 12 lines 16-17), pomolic acid 
is a molecule derived from plants and well know [sic] in the literature. 

Albeit USPat'979 is silent as to the efficacy of the compounds of the triterpene of 
formula (I) towards multidmg resistant tumors, it is well settled that a prior art reference may 
anticipate when the claim limitations not expressly found in that reference are nonetheless 
inherent in it. "Under the principle of inherency, if the prior art necessarily functions in 
accordance with, or includes, the claimed limitations it anticipates." MEHL/Biophile Int'I Corp, 
V. MiltraumJ92 R3d I362J365,52USPQ2d 1303J305. 



HO 




19-alpha^hydroxyursoHc acid 
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5. Claims 1-7 are rejected under 35 U.S.C. 102(b) as being anticipated by Sasaki et al. 
(USPatent 6306862, USPat ^862). 

6. The instant claims are directed to the pharmaceutical composition comprising an 
effective amount of at least one compound of claim 1 and at least one pharmaceutically 
acceptable vehicle, where claim 1 recites "an isolated, purified or synthetic compound selected 
from the group consisting of pomolic acid, isomers of pomoUc acid and derivatives thereof, 
wherein the compound is effective to treat multidrug resistant tumors." 

7. USPat' 862 teaches a pharmaceutical composition comprising a triterpene compound, as 
recited: 



<££so£rc^r». ■g»g^- t<£ ^ j-gggA'CTg a, trijticiripeaaxs: cBeariva.%jL\^e r«^pi£ne;se-x3ui)&dl %>3/' 




with definitions as delineated in the claims, see column 41 lines 65-67 continuing to columns 42- 
48 lines 1-67 throughout. 

As shown earUer, the pomoUc acid would fall under the structures of the compounds used 
in the compositions as taught by USPat' 862. Thus, it is clear that USPat' 862 anticipates the 
instant claims. 
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8. Claims 8-9 are rejected xmder 35 U.S.C. 102(e) as being anticipated by Burman et al. 

(USPatent 6656970, USPat^970). 

9. The instant claims are directed to a method to prepare a pharmaceutical composition, said 
method comprising solubilizing at least one compound selected from the group consisting of 
pomolic acid. . .and the at least one compound is lOmg/ml to lOOOmg/ml. 

10. USPat'970 in column 10 Hnes 66-67 continuing to column 11 lines 1-10 and column 12 
lines 7-8 teaches a method for increasing the solubility of triterpene derivatives comprising 
dissolving the triterpene... in an organic solvent and further comprising adding a diluting fluid, 
where said fluid (see colunm 10 lines 59-65) is selected inter alia from normal saline, where the 
concentration of the triterpene compoimd is. at 22 mg/ml (see column 10 lines 35-38). Thus, 
clearly USPat '970 anticipates the instant claims. 

11. Claims 10-11 are rejected under 35 U.S.C. 102(e) as being anticipated by Gutterman et 
al. (USPGPub2006/0148732, USPGPub732). 

12. The instant method claims are directed towards treatment comprising administration. . . of 
at least one compound selected from the group consisting of pomolic acid, isomers of pomolic 
acid and derivatives thereof, where the mode of administration is systemic or oral . 

13. USPGPub'732 teaches the a method of inhibiting comprising modes of administering, 
inter alia, systemic or oral (see page 100 claims 49-50), engaging the use of a composition 
comprising a triterpene moiety (see pages 97-98, claims 3 and 7-11). Herein, USPGPub'732 
anticipates the instant claims. 
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Telephone Inquiry 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MLouisa Lao, Ph.D. whose telephone number is 571-272-9930. 
The examiner can normally be reached on 8:30am to 5:30pm Mondays to Fridays. 

If attempts to reach the examiner by telephone are imsuccessful, the examiner's 
supervisor, Thurman Page can be reached on 571-272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an appHcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubHshed applications 
may be obtained from either Private PAIR or PubUc PAIR. Status information for unpubhshed 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

mil 01102007 
MLouisa Lao, Ph.D. 

Examiner ^ y 

Art Unit 1621 ^ //z^J^ 
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